1. Introduction {#s1}
===============

A patient suffering pain desires clear, empathetic communication, but providing this remains a challenge. Communication is known to be essential for accurate diagnosis, treatment choice,^[@R13],[@R20]^ adherence,^[@R30]^ patient satisfaction,^[@R29]^ as well as for enhancing treatment effects.^[@R2]^ Yet, the evidence indicates that pain patients are often dissatisfied with communication and feel misunderstood or patronized.^[@R11],[@R26],[@R29]^ This underscores the need for improving communication to ensure high-quality care.^[@R15],[@R17]^

One reason why communication may be particularly difficult is dealing with the negative emotion typically surrounding pain problems.^[@R17],[@R22]^ Indeed, pain problems, eg, chronic pain are exemplified by a host of co-occurring negative emotions ranging from fear to depression.^[@R19],[@R21]^ Further, health care professionals often feel "stressed" by the negative emotion patients display both before and during consultations.^[@R24]^ Consequently, communication training programs should include skills for dealing with emotion.

A number of patient-centered communication techniques have been recommended, but there is a need to improve the way we teach communication skills.^[@R15],[@R23]^ An assortment of models are available that are characterized by emotional empathy, shared understanding, listening, and shared decision-making.^[@R8],[@R15],[@R20],[@R25]^ However, providing training remains a challenge as no given technique is currently regarded as the method-of-choice, some require considerable time to master, and many deal only indirectly with emotional aspects of communication. Hence, there is a recognized need to provide communication training that enhances a practitioner\'s skills and specifically includes methods for dealing with emotionally sensitive issues.^[@R15],[@R17]^

A psychological approach to communication designed to deal with emotion and with merit for training professionals is so-called *validation*. It is defined as the expression of understanding the patient\'s experiences, eg, pain or worries as being real and "valid" without judgment.^[@R9],[@R10]^ It is based on dialectical behavior therapy where validation plays a central role in regulating emotion.^[@R9],[@R16]^ In fact, communication with higher levels of validation is associated with higher levels of satisfaction and understanding, lower negative affect, and the building of trust which promotes engagement.^[@R7],[@R28]^ Invalidation, on the other hand, is defined by expressions that what the patient is experiencing is doubtful, strange, or could not be true. Even a short 45-minute training session has been shown to increase validating communication and decrease negative affect for people suffering chronic pain.^[@R3],[@R27]^ Consequently, validation training may be a viable method for training communication skills to medical students.

The aim of this "test of concept" study was to investigate the effects of a short training program in validation for medical students on their communication with patients suffering pain. We hypothesized that the training would increase medical students\' validating responses while decreasing their invalidating responses and that this would increase their satisfaction with the doctor--patient interaction. Furthermore, we hypothesized that patient ratings of their student doctor would also mirror an increase in validation, a decrease in invalidation, as well as an increase in ratings of satisfaction.

2. Methods {#s2}
==========

2.1. Overview of the design {#s2-1}
---------------------------

A pretest--posttest design was used to test the immediate effects of the training. Observational (video films) and self-report measures were administered before the validation skills training began. Medical students subsequently received 2 sessions of training over a 2- to 3-week period by a student psychologist and then completed the posttest. To ensure standardization, actors simulated one of 2 cases of a patient suffering pain (acute chest pain, persistent neck pain). Participants met both "patients," but the order was randomized for the pretest and posttests. The participants interacted with 2 different patient simulators at the pretest and posttest. Simulators were also instructed to use various phrases expressing experiences or feelings that would prompt a validating/invalidating response. The patient simulators also completed questionnaires to assess how they experienced the interview.

2.2. Participants {#s2-2}
-----------------

Twenty-two medical students at Örebro University served as volunteers. Of 146 students who were informed of the study, 40 expressed interest in obtaining more information and 27 volunteered to take part. However, 3 subsequently could not participate because of scheduling problems and 2 did not respond to offers to schedule the first session. This left 22 participants, 6 men and 16 females. While 13 were first semester students, 7 were in their second, and 2 in their third semester of studies.

Participants received a coupon for coffee at the end of the first session and a coupon for a meal at the end of the second session. This study followed the recommendations from the Helsinki accord and was approved by the department\'s internal advisory board on research ethics.

2.3. Measures {#s2-3}
-------------

A variety of observable and self-rated assessments were used to capture the interview from the perspective of the medical student and the patient simulator.

2.4. Validating and invalidating behavior {#s2-4}
-----------------------------------------

Video-filmed interviews of the medical student interviewing the patient simulator were blindly assessed by trained observers to ascertain the number of validating and invalidating responses provided by the medical student. Six observers were trained until they reached a reliability (with a "master") of \>0.90 (range = 0.95--0.99).

### 2.4.1. Coding {#s2-4-1}

Film clips were randomly assigned to the 6 observers and presented blindly with regard to whether it was a pretest or a posttest recording. Observers independently rated validating or invalidating responses according to the Validating and Invalidating Behavior Coding Scale (VIBCS).^[@R3],[@R6]^ This is a valid and reliable coding method.^[@R3],[@R27]^ The 7-minute films were divided into 14 segments of 30 seconds each and observers rated the frequency of validating as well as invalidating responses during each segment. To ensure reliability, the ratings of the 2 independent observers were then compared and an interclass correlation (ICC) was calculated. If the ICC was \>0.75, which is considered to be excellent reliability,^[@R27]^ the highest frequency rating was entered into the data set. In 4 of the 44 pre- and postcases (9%), the ICC was \<0.75 and these were reviewed by a "master" (S.E.) whose ratings were entered into the data set. Thus, each participating medical student had a frequency measure for the number of validating and invalidating responses using the pretest and posttest interviews.

2.5. Patient simulator questionnaires {#s2-5}
-------------------------------------

Immediately after a video-filmed interview was completed, simulators were asked to complete 2 questionnaires.

### 2.5.1. Validating and invalidating response scale for health care providers (VIRS-HCP) {#s2-5-1}

The VIRS assesses perceived validation and invalidation in close relationships and has high internal consistency, convergent validity and discriminant validity.^[@R14]^ It contains a series of assertions that participants rate on a 0 (never) to 4 (almost always) scale. Items were modified for health care providers (VIRS-HCP). After conducting a translation-back translation procedure, this modified version consisted of 14 items in 2 subscales, one measuring validation (9 items, Cronbach\'s alpha = 0.89) and the other measuring invalidation (5 items, Cronbach\'s alpha = 0.88).^[@R4]^ A sample validation item is "*My health care provider is accepting about what I think, feel or want,*" and invalidation item "*My health care provider fails to understand me when I express myself.*"

### 2.5.2. Patient satisfaction with consultation questionnaire (PSCQ) {#s2-5-2}

The patient satisfaction with consultation questionnaire assesses how satisfied patients are with a doctor--patient consultation in primary care.^[@R5]^ Seven items are rated on a 1 (not at all) to 10 (completely) scale (Cronbach\'s alpha = 0.88). We included 5 of the 7 items since 2 could not be answered by our participants. A translation-back translation Swedish version was used. Sample items are "*All in all, how satisfied are you with your visit to the doctor?" and "Do you think that the doctor understood your health problem?"*

2.6. Medical student questionnaires {#s2-6}
-----------------------------------

### 2.6.1. Doctor satisfaction {#s2-6-1}

This instrument was constructed for the purpose of this study and consisted of 6 assertions that the medical student rated from 0 to 4 (0 = never; 4 = almost always). Scores may range from 0 to 24 and high scores indicate higher levels of satisfaction, but for purposes of graphic presentation we transformed the scale to the same range as the patient satisfaction with consultation questionnaire, ie, 0 to 50. The items reflect communication skills and were reliable (Cronbach\'s alpha 0.82):

As a doctor, I felt that:(1) I had good contact with and understood the patient.(2) I was attentive and listened closely to what the patient was saying.(3) I really tried to understand the patient\'s thoughts, feelings and desires.(4) I really tried to understand the patient by asking open-ended questions.(5) I was able to treat the patient with respect as a competent and valuable person.(6) We had a good exchange of information where I provided information that the patient understood and obtained the information I needed.

#### 2.6.1.1. Written validation assessment {#s2-6-1-1}

Validation was also assessed by written responses to a hypothetical case. Two short case descriptions were provided that ended with a demanding question by the hypothesized patient. Participants were asked to respond to the demand with one sentence: *what would you say to the patient?* One case concerned a patient who demanded a renewed prescription though this was not medically warranted, while the second concerned a parent who wanted medical tests for her child though these were not warranted. The written responses were examined by 2 trained observers who rated each statement with regard to the degree of validation on a 3 point scale: 0 = neutral or invalidating statement; 1 = partially validating; and 2 = mainly validating. The ICC for the ratings was 0.92 on both the preintervention and the postintervention assessments.

2.7. Patient-simulated scenarios {#s2-7}
--------------------------------

Patient simulators were provided with 2 case scenarios and carefully trained for the purpose of the study. Eight actors (3 M/5 F) were recruited from the last year of the clinical psychology program.

### 2.7.1. Cases {#s2-7-1}

The 2 cases purposefully contained challenging statements reflecting emotions or experiences that could trigger either validation or invalidation. One case involved a persistent cough and chest pain while the other involved a patient with persistent diffuse pain with possible misuse of analgesics. The patient simulators were blind to whether it was a preinterview or postinterview.

### 2.7.2. Training of simulators {#s2-7-2}

Patient simulators were provided with a case description and phrases that were to be used at least once per minute. These expressed emotions or experiences that were meant to be a trigger for validation or invalidation and simulators were instructed to "act" the part. Examples of the phrases are: *"This medicine has not worked at all!" "I can\'t stop thinking that this is something serious" "I\'m so down in the dumps, I can\'t deal with more pain" "Every move I make hurts".* Subsequently, the patient simulators practiced their parts and were provided with feedback by the authors.

2.8. Skills training in validation {#s2-8}
----------------------------------

The skills training was based on earlier work where patients or their partners had been taught validation.^[@R3],[@R9],[@R18]^ In short, medical students participated individually in the training during 30 to 45 minute sessions and were asked to practice with a homework assignment between sessions. Table [1](#T1){ref-type="table"} summarizes the training program. As seen in the table, the training began with a very short explanation of the concept of validation and how it can be used to improve communication. Role play was used extensively to demonstrate validation and subsequently to provide the participant with feedback. Positive feedback was used to shape progressively more validating responses. Two clinical psychology students, familiar with validation, in their last semester of the clinical program received special training in the method and conducted the training sessions using these materials.

###### 

An overview of the validation skills training program.
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2.9. Procedure {#s2-9}
--------------

Participants were invited to the CHAMP research clinic where they were greeted by the experiment leaders and provided with verbal and written information about the study and informed consent was obtained. Unknown to the participant, randomization to the case and trainer was achieved by opening the sealed envelope with a computer-generated randomization of the patient case and trainer. Pretest measures were administered including the filmed interview with the simulator. The participants were given brief medical information about the "patient" before meeting them and notified that they were patient simulators.

The first training session focused on empathetic communication and validation using information, examples, and demonstrations. Then, the participant was asked to engage in a role play with the teacher employing validating responses. Prolific feedback was provided to shape the response and discussion enhanced reflection and support. A homework assignment was given for practicing validation during the interim until the next session. The student was asked to practice validation at least once a day and fill out a diary form to help analyze the situation in which the student used validation. The form included questions such as *How did you use validation? How did it make you feel? How did it make the other person feel? What was difficult?*

Session 2 was held about 1 week later (Mean = 8.2 days) and continued the skills training. The homework assignment was used as a point of departure for troubleshooting and practicing validation skills. After the training was completed, participants were administered the posttest including the filmed interview.

2.10. Statistical analyses {#s2-10}
--------------------------

The data were first summarized using descriptive statistics. After checking that the distribution was normal, repeated measures of co-variance were used to examine the differences between pretest and posttest values while controlling for gender, semester of study, as well as whether the homework assignment had been completed. Since none of the control variables entered into the covariate analyses was significant, we report the main effect.

To determine the size of the effect of the skills training, Cohen\'s *d* was employed (with 95% confidence intervals) with the recommended cutoffs of \>0.20, small effect; \>0.50 medium effect, and \>0.8 large effect.^[@R1]^

3. Results {#s3}
==========

We tested whether there was a significant change in the frequency of observable and self-rated validation and invalidation responses between pretest and posttest. In addition, we examined the effects of validation on ratings of patient as well as medical student satisfaction.

3.1. Validation {#s3-1}
---------------

Figure [1](#F1){ref-type="fig"} shows the frequency of validating and invalidating responses according to the video-filmed segments. A significant increase in validation was observed (F~(1,21)~ = 15.73, *P* \< 0.001) and Cohen\'s *d* was 1.28 (95% CI = 0.63--1.92), indicating a large effect size. Similarly, a significant decrease in the frequency of invalidation was observed (F~(1,21)~ = 10.90, *P* \< 0.003). The effect size was also large (Cohen\'s *d* = 1.09; 95% CI = 0.45--1.72).

![The observed frequency of validating and invalidating responses according to video recordings of the medical student--patient simulator interaction showing a significant increase in validation and decrease in invalidation between the premeasures and postmeasures.](painreports-2-e600-g002){#F1}

Patient simulators\' ratings of perceived validation and invalidation also changed significantly. According to the ratings, there was a significant and large increase in experienced validation (F~(1,21)~ = 30.88, *P* \< 0.0001; Cohen\'s *d* = 1.70; 95% CI = 1.00--2.39). There was also a significant and large decrease for experienced invalidation (F~(1,21)~ = 7.89, *P* \< 0.01; Cohen\'s *d* = 0.84; 95% CI = 0.22--1.45).

Finally, the medical students provided written responses to short vignettes, which were blindly coded for level of validation. There was a significant 5-fold increase in the level of validation (X pre = 0.73; X post = 3.86; F~(1,21)~ = 273.9, *P* \< 0.0001), which produced a large effect size (Cohen\'s *d* = 4.44; 95% CI = 3.32--5.55).

3.2. Satisfaction with communication {#s3-2}
------------------------------------

Both medical students and patient simulators completed ratings of satisfaction with the communication during the interview. Patient simulators\' ratings increased significantly from the pretest to the posttest (F~(1,21)~ = 8.03, *P* \< 0.01) with a large effect size (Cohen\'s *d* = 0.98; 95% CI = 0.35--1.60). The medical students also increased their satisfaction with their communication significantly (F~(1,21)~ = 7.71, *P* \< 0.01), which indicates a moderate effect (Cohen\'s *d* = 0.58; 95% CI = 0.03--1.18).

4. Discussion {#s4}
=============

This study demonstrates that a short, intensive training program in empathetic validation resulted in improved communication skills in medical students. Not only did we observe large increases in validation, but also we found that both the student doctors and the patient simulators were more satisfied with the communication during a doctor--patient interaction. Thus, training in validation skills is a method that appears to improve patient-centered communication that sets the stage for better care and consequently deserves further research. Our results suggest that it is feasible to employ training in empathetic validation for health care practitioners.

We found that medical students quickly learned to use validation techniques. Indeed, in merely 2 relatively short training sessions, they demonstrated large objective improvements. Moreover, participants reported that they were positive to the training program. It also directly addressed dealing with sensitive emotional issues. Thus, validation might be applicable for medical school and continuing education courses not least for the pain context. Since it is well established that good communication is advantageous, our results suggest that training in validation skills may be a viable means of achieving this goal.

Some methodological issues should be kept in mind when considering these results. First, because we employed patient simulators, we could not evaluate the effects of the training on symptom outcomes. At the same time, patient simulators are typically used because they reduce variance by providing a standardized pain problem. Future research should, however, be conducted with actual patients so that additional measures can be obtained. We suggest that such research employ patients suffering chronic pain since these patients often experience invalidating communication in health care.^[@R12],[@R26]^ Second, there are limitations to our measurement techniques because communication is difficult to capture in a valid and reliable way. While we were able to obtain observable and self-report data, better measurement is needed in forthcoming research. Third, since this was a controlled implementation study, no comparison group was employed. Future research should use a control group and follow-up to evaluate the relative effect size and maintenance over time. Finally, this research was conducted with medical students. We look forward to studies investigating other students in health care as well as health care professionals in practice to investigate how well the effects of the training generalize to other groups.

In conclusion, this study shows that a 2-session program training validation skills was successful in improving communication and leads to greater satisfaction for the medical students and patient simulators. Thus, it provides a feasible method for providing health care providers with communication training. It also extends previous results to a medical setting showing the positive effects of validation. Given the dire need for improving communication in interactions with patients suffering pain, these results warrant further research.
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